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Claims 1-2, 17-18 and 20 are rejected under 35 U.S.C. 112, second par- 
agraph, as being indefinite for failing to particularly point out and dis- 
tinctly claim the subject matter which applicant regards as the invention. 

Claim 1 is confusing and apparently incorrect in the recitation of "di- 
danosine (ddl)", which should apparently be "dideoxyinosine (ddl) " . 

Claims 1-2, 17-18 and 20 are indefinite in the recitation of "ddA" . 
Abbreviations should be avoided in patent claims unless defined in a previous 
claim. The recitation of ^Mideoxyadenosine (ddA) " in at least claim 1 would 
overcome this rejection. 

Claim 20 is incorrect in the recitation of *'and" on line 2. There 
should be only one "and" in series arid there is one on line 4. 

The following is a quotation of the first paragraph of 35 U.S.C, 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 8-10 are rejected under 35 U.S.C. 112, first paragraph, as fail- 
ing to comply with the enablement requirement. The claim (s) contains subject 
matter which was not described in the specification in such a way as to en- 
able one skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention. 

The instant claims are drawn to "conservative variations" of human 
adenosine deaminase. There is no guidance given in the instant specification 
as to what specific residues can be changed to what and still maintain an 
active enzyme. Without such guidance it is maintained the undue experimen- 
tation would be required to practice the instant invention. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis 

for all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claims 1-5 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Farina, et al. (AC) . The instant reference teaches in at least the par- 
agraph in column 6, line 1-23, the immobilization of adenosine deaminase on 
an insoluble support and the reference as a whole teaches that dideoxyinosine 
(ddl) can be made using adenosine deaminase on dideoxyadenosine (ddA) . The 
concentration of ddA and the pH would have obvious design choices, could have 
been determined using routine experimentation and would have been obvious to 
one of ordinary skill in the art, absent unexpected results. 

Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dessouki, et al. (AG) in view of Farina, et al . (AC). Dessouki, et al. 
teach the immobilization of adenosine deaminase onto an insol\ible support and 
at least in the first column on page 433 teach the activating of the carrier 
(functionalization) and the activating of the carrier. The secondary refer- 
ence has been characterized supra and teaches the use of immobilized enzyme 
to produce ddl from ddA. It would have been obvious to one of ordinary skill 
in the art to immobilize the enzyme as taught by the primary reference and to 
use it for the purpose taught by the secondary reference. 

Claims 1-8 and 10-21 are rejected under 35 U.S.C. 103(a) as being unpa- 
tentable over Dessouki, et al. (AG) in view of Farina, et al. (AC) and fur- 
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ther in view of either of Daddona, et al. (U) or Wiginton, et al. (V) . The 
first two references have been characterized supra. Daddona, et al. and Wig- 
inton, et al . teach the sequence of human adenosine deaminase (ADA) as SEQ ID 
N0:1. It would have been obvious to one of ordinary skill in the art to use 
the ADA taught by Daddona, et al. or Wiginton, et al . in the method of the 
instant claims, absent unexpected results. 

Claims 1-21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dessouki, et al. (AG) in view of Farina, et al. (AC), further in view of 
either of Daddona, et al . (U) or Wiginton, et al . (V) and further in view of 
Wada, et al . (SAD) . The first four references have been characterized supra. 
Wada, et al . teach the preferred codons in different organisms. It would 
have been obvious to use the teachings of Wada, et al. as to the preferred 
codons in E. coli to change the coding sequence for ADA to those codons, 
absent unexpected results . * 

Apparently there were unexpectedly superior results found using human 
ADA immobilized onto IPS-400, as shown in Table 2. However, none of the 
instant claims are limited to this embodiment. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Charles L. Patterson, Jr., PhD, whose 
telephone number is 571-272-0936. The examiner can normally be reached on 
Monday - Friday from 7:30 to 4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Ponnathapura Achutamurthy, can be reached on 571-272- 
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0928. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status informa- 
tion for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free) . /?l>L-<^!^y 



Charlers L. Patterson, Jr. 
Primary Examiner 
Art Unit 1652 




Patterson 
October 3, 2006 



